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Anti Allergic
Composition:
Fexofenadine hydrochloride .... 6 mg/ml p n
EXCIPIONES covressseemssssssssssssssssssssssnsns QS0
indications: Fexofenadine hydrochloride
Relief of symptoms asociated with seasonal 6mg/ml

allergic rhinitis such as: runny/stuffed nose,
sneezing, itching of the nose/palate/throat,
redfitchy/watery eyes.

Dosage & administration, contraindica-
tions & other information: Please see the
feaflet inside.

Storage: In a dry place, protect from light,
temperature not exceeding 30°C.

Standard: Manufacturer’s

KEEP OUT OF THE REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE

R

Boxoﬂ bottlex...

L BEFORE UsING
Manufactured by: SHAER

NAMHA PHARMACEUTICALJ.S.C
No.415, Han Thuyen Str., Vi Xuyen Ward, Nam Dinh
City, Nam Dinh Province

Gmg/mi

-: Thanh phén:

(0] WHO-GMP i Gmgld
Ta duge vitadut

Chong diting Chidinh:
Didu tr cic trigu chimg di ting th hut:hat
‘o, s6 mii, ngat misi/chdy nudc mii, ngtfa mi/hawhong,
ngua Fmatchdy nudc mit/dd mat.
g, Gichd ng chidinh, =
Fexofenadine hydrochloride khac Xem trong t& hudng din sif dung thudc kém theo.

Bao quin: Moi khd, trdnh dnh sdng, nhidt 45 khéng qud 30°C.
Tiéu chusin chit higng: TCCS

&
x
LACKY TRUGC KHI DUNG 2
DEXATAMTAY TRE EM ©
POCKY DUNG TRUGC b3
Cosgsanxuit:
CONGTY € PHAN DUGC PHAM NAM HA

56415 duding Han Thuyén, P.Vi Xuyén, TP Nam Dinh, tinh Nam Dish

Kich thudc du kién:

Quy cach Kich thuéc hop | Kich thudc nhan chai
Hop 1 chaix30mL [41x41x91Tmm 100x45mm
Hop 1 chaix50mL |45x45x105mm | 101x40mm
Hop 1 chaix 60mL |45x45x110mm | 101x45mm

MAU NHAN XIN DANG KY

Dishyran

HAMHA PHARMA
» 2.,
Chong di ting

Thanh phan:
Fexofenadine hydrochloride ........... 6 mg/mi
TR s vira di
Chi dinh: Fexofenadine hydrochloride
Diéu tri cac triéu ching viém mii di ting 6mg/mi

theo mila nhu: hét hoi, s6 mi, ngat mai/
ch3y nudc mii, ngla mii/hdu/hong, ngia
& mat/chay nudc mat/do mat.

Lidu diing, cich ding, chdng chi dinh,
va cac thong tin khdc: Xem trong 16
huéng dan st dung thudc kém theo.

Bao quan: Noi kho, tranh @nh sang, nhiét
do khong qua 30°C.

Tiéu chuén chét lugng: TCCS

SDK/Reg. No.:

DEXATAMTAY TREEM
DOCKY HUGNG DAN SU DUNG TRUGC KHI DUNG

Cd 58 san xudt: .

CONG TV €3 PHAN DUOC PHAM NAM HA
S6415 dudng Han Thuyén, P.Vi Xuyén, TR Nam
Dinh, tinh Nam Dinh

Lo SX:

NSX:

HD:

Ngay 22 thang 0. ndm 044
CHI NHANH
- \ N DUGC PHAM NAM HA
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Dishyran

Composition:

6mg/ml
Exclplents 4
Indications:
Rellef

Please see the leaflet Inside,

Storage: I a dry place, protect fram light, temperature not exceeding 30°C.

I

KEEP OUT OF THE REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE
Manufactured by:

NAMHA PHARMACEUTICALJLS.C
No, 415, Han Thuyen Str, VI Xuyen Ward, Nam Dinh Clty, Nam Dinh Province

Standare: Manufacturer's

MAU NHAN XIN BANG KY
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WHO-GMP:

Anti Allergic

Dishyran

Fexofenadine hydrochloride
6 mg/ml

Box of ... sachets x 5ml
Oral Suspension g
DONOT INJECT

L6 SX:
NSX:
HD:

Chéng di ting

Dishyran

G6l 5ml Hdn dich uéng
Fexofenadine hydrochloride 6 mg/ml

Dishyran

Thinh phin:

&ma/ml
T dal Vit 80
Chidinh:

Dléul.l\ cdctriéu chimg viém mal df tng theo mua nhw: hdt hol, s6 ml, ngat moi/
chiy i ngua dmat/chidy nude mat/da mit,

Liéu diing, céch dung, chéing chl djnh, vi cicthang tin khic: Xem trong t
hudng din sit dung thugc kim thea,

Bio quin:
Natf khé, ttiinh anh sing, nhigt di khang qué 30°C,
Tiéu chuin chiit vgng: TCCs

SDK/Reg, No.:

DEXATAM TAY TRE EM

POCKY

Corsérsdn xudty

CONG TY €6 PHAN DUGC PHEM NAM HA
56 415 dutma Han Thuyén, P.V| Xuyén, TP, Nam Binh, tinh Nam Bjnh

MAPAANAAANANANAL L]

_—KNONG BUTCTIEM

W3LLO0NA DNOHH
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G6i Smi Hon dich uéng

Chéng di iing

WHO-GMP

NAMHA PHARMA

Chdng di ting

Dishyran

Fexofenadine hydrochloride
6 mg/ml

Hop ... géi x 5ml
'

KHONGBUGCTIEM

Ngay 42 thang 42 nam AR24f
HI NHANH

Kich thudc du kién: HOp ... g6i x 5ml cu thé nhu sau

Hop 20 gdi: 56x65x114mm
Hop 30 g6i: 86x65x114mm
Hoép 50 goi: 125x65x114mm
Ga6i 5ml: 22x109mm
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MAU NHAN XIN DANG KY

Anti Allergic

Dishyran

Fexofenadine hydrochloride
6 mg/ml

Box of ...ampoules x 5ml

Oral Suspension

DO NOT INJECT. SHAKE WELL BEFORE USING.

U)ITY

Please see the leaflet inside.

Chdng diting

Dishyran

Fexofenadine hydrochloride
6 mg/ml

aH

XSN

XS 01

“oN ‘Bey /5as

Hop ... 6ng x 5ml
Hon dich uong
KHONG BUQCTIEM. LACKY TRUGC K41 DUNG.

Thanh phin:

&mgiml
Tadoc viada
Chi dinh:
Didu tr cac trig g viém mii di dng athai, s8 mai, ngat mii/
chily nuéc mii, ngia miy 3 g ma #
&u ding, cach diing, chdng chi dinh, va g tin khdc: Xem trong t
hmgdansu‘dungﬂ:u&b}mﬂrm

Ngay . thang4Q. ndm e?.ﬁ.Z,Lf
CI‘“ NHANH
CONGTYC ’"""L DUQC PHAM NAM HAW

Composition: adry place light, exceeding 30°C.
i 6 mg/ml Standard: Manufacturer’s
qs. KEEP OUT OF THE REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE
indications:
Relief of ith jic thinitis such g
nose, snem@ itching nf th 7 i y NAMHA PHARMACEUTICALLS.C

No. 415, Han Thuyen Str, Vi Xuyen Ward, Nam Dinh Gty, Nam Dinh Province
NAMHA PHARMA

¥,

trdnh Anh sing, nhict d6 khi 30°C.

Tiéu dmﬁn ch8tlugng: TCCS
Déxa fﬁm !aytréem

Bockih ? hiding.

Cosysinxult: s
CONGTY CO PHAN DUGC PHAM NAM HA m
55415 dutdng Han Thuyzn, PVI Xuyén, TP. Nam Binh, tinh Nam Binh

NAMHA PHARMA

Chiing di itng Fexofenadine hydrochloride 6 mg/mi
Ong 5mi Hén dich ubng

an KHONG BUOCTIEM

se w: CONG TV €5 PHEN DUGCPHAM HAMHA

Kich thuéc du kién:

Hop 10 6ng: 120x112x25mm
HOp 20 6ng: 120x112x47mm
Nhan 6ng: 60x7mm

Chéng di dng

Dishyran

Hép xx dng x 5ml

Fexofenadine hydrochloride 6 mg/ml
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TG HUGNG DAN SU DUNG THUOC

DISHYRAN

Khéng duoc tiém. Lic k¥ trude khi dung.
Pé xa tAm tay tré em
Poc k§ hudng dan st dung trude khi ding

Fexoféﬁadi’ne hypArochloride i s arsssmmessma s 6 mg/mL
Té duoc: Poloxamer, Sorbitol, Propylen glycol, EDTA, Acid citric, Naftri citrat,
Xanthan gum, Natri benzoat, Methylparaben, Natri saccharin, Huong déu,
Simethicone, Nudc tinh khiét vira du.
2. Dang bao ché: Hon dich ubng.
Ché phim dang 16ng duc, c6 thé c6 16p cin & day chai/éng/goi. Khi lic nhe cin nay
phén tan déu.
3. Chi dinh:
Diéu tri cc triéu ching viém miii di Gng theo mua nhu: hét hoi, sb miii, ngat
miii/chdy nude mili, ngira miii/hAu/hong, nglra & mat/chay nudc mét/dé mat.
4. Céch dung — Liéu ding:
o Nguoi 16n va tré em tir 12 tudi tr& 1én: 10mL (60mg)/lan x 2 lan/ngdy. Khong
dung qua 20mL trong 24 gio.
o Tréem tir 2 tubi dén dudi 12 twédi: SmL (30mg)/lan x 2 lin/ngay. Khong dung quéa
10mL trong 24 gio.
Tré em duéi 2 tudi: Can héi y kién bac st trude khi dung.
Nguwoi suy than: Lidu khéi ddu khuyén ding bing % so véi liéu hang ngdy tuong
duong & nguoi khoe manh (gidm s6 14n uéng thube con 1 lan/ngay).
Cich dung: Thudc ding dudng udng va trude bita in. Khong ding véi nude hoa
qua (nhu cam, budi, tdo).
— Dbi véi dang goi: Bop nhe d2 tron déu dich thude trude khi dung. Sau khi ubng
g01 thubc, nén ding nudce trang goi va ubng ndt dé dam bao lugng thude cin dung
— Dbi vm dang chai: Léc déu chai thubc trude mbi 14n ding. Pong thé tich- thube_can
ding cbc chia vach keém theo cha1 thudc.
— Pbi véi dang éng: Lac déu 6ng thube trude khi dung. Vin md dng va ubng hét
lugng thudc bén trong bng.
5. Chéng chi dinh:
Bénh nhan ¢6 tién sir qua méin véi bét ky thanh phin nao cia thudc.
6. Canh bao va thén trong khi dung thude:
Cén than trong va didu chinh liéu thich hop khi ding thubc cho ngudi c¢é chirc ning
than suy giam vi néng do thude trong huyét trong ting do thoi gian ban thai kéo dai.
CAn than trong khi dung thubc cho ngudi cao tudi (trén 65 tudi) do thudong cé suy
giam sinh ly chirc nang thén.
Thén trong khi ding cho nguoi bi bénh tim vi thube nay c6 thé dan dén nhip tim
nhanh hojc bét thudng.
Khéng tu y ding thém thudc khang histamin H; khac khi dang sir dung fexofenadin.
Can ngung fexofenadine it nhét 24-48 gid trude khi tién hanh cac thir nghiém khéang
nguyén tiém trong da.
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Dung- texoafﬁnadme lam bénh vay nén tang 1én.

0206 1

/I‘m,éfc nay" qu\ 11,73mg natri trong mdi SmL hén dich, co ban dugc xem nhu
(43 : i
ore M4 i ,, |
(kT uﬁc ch Tq:hu@ thylparaben, c6 thé gdy cac phan tmg di ing (c6 thé xay ra chém)

\ h '80 ay! & u 250mg sorbitol trong mdi SmL hén dich. Sorbitol 1a nguon dinh
du’(m g‘mmfx\u@éfse Néu bénh nhan (hodc benh nhi) duoc chan doan co rdi loan dung
nap voi mot s6 loai dudong nha‘t dinh, hodc néu bénh nhan bi rdi loan khéng dung nap
fructose do di truyén (mot ri loan di truyén hiém gip trong d6 bénh nhan khong thé tieu
héa fructose), hay hoi v kién béc st trude khi ding thudc nay.

7. Sir dung thude cho phu nit cé thai va cho con bii:

Phu nit co thai:

Chua c6 nghién ciru diy di trén ngudi mang thai. Ch1 dung fexofenadine cho phu nit
mang thai khi lgi ich cho me vuot troi nguy co dbi véi thai nhi.

Phu nit cho con b

Khéng & thude c6 bai tiét qua sita hay khong, vi vy can thin trong khi dung
fexofenadine cho phu nit dang cho con bu.
8. Anh huwéng ciia thudc 1én kha ning 14i xe, van hanh may moéc

Tuy fexofenadine it gay budn ngli nhung van can than trong khi 14i xe hodc vin hanh
may méc doi hoi phai tinh tdo.
9. Twong tac, twong ky cua thuoe

Erythromycin va ketoconazol lam tang ndéng do fexofenadine trong huyét tuong
nhung khoéng lam thay dbi khoang QT. Khéng c6 su khac biét vé tac dung khong mong
mudn duoce bao céo khi cac thudc nay duge dung riéng 1& hodc phéi hop.

Thude khang acid chira nhdm va magnesi néu ding ddng thoi véi fexofenadine s&
lam giam hip thu thube, vi vay phai dung cdc thudc nay cach nhau khoang 2 gio.

Khong ghi nhin c6 tuong tac gitia fexofenadine va omeprazol.

Nong d6 fexofenadine c6 thé bi ting do verapamil, cic chét (rc ché p-glycoprotein.

Fexofenadine c¢6 thé 1am ting ndng dé cdn, céc chét an than hé thin kinh trung wong,
cac chit khang cholinergic. Tranh dung fexofenadine véi rugu vi lam tdng nguy co an
thn (gay ngt).

Fexofenadine c¢6 thé 1am gidm ndng d6 céc chét trc ché acetylcholinesterase (& thin
kinh trung wong), betahistidin.

Fexofenadine ¢o thé bi giam ndng do béi cac chét trc ché acetylcholinesterase (¢ than
kinh trung wong), amphetamin, cac chét khang acid, nuéc ép budi chum, rifampin.

Nude hoa qua (cam, budi, to) ¢o thé 1am giam sinh kha dung cta fexofenadine dén
36%.

Tuong ky cia thube: Do khong ¢o cic nghién ciru vé tinh twong ky cuia thude, khong
tron 14n thude nay véi cac thube khéc.
10. Tac dung khong mong mudn ciia thude

Cac nghién ctru 14m sang c6 dbi chimg véi gia dugce cho thdy ty 18 tac dung khong
mong mudn & nhém ngudi benh dung fexofenadine tuong ty nhu & nhom dung gla dugec.
Céac tac dung khong mong mudn cta thude khoéng bi anh hudéng boi liéu ding, tudi, gioi
tinh, va ching tdc ciia bénh nhan.

Thuong gép (>1/100):

e Thin kinh: Budn ngi (1,3-2,2%), mét méi, dau ddu, méat ngd, chéng mit.

e Tiéu hoa: Budn non, kho tiéu.
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e Khac: D& bi nhiém siéu vi (cam, cum), dau bung kinh, dé bi nhiém khudn ho hip

trén, ngua hong, ho, sbt, viém tai giita, viém xoang, dau lung.

{t gdp (>1/1,000 dén <1/100):

e Than kinh: S¢ hii, rdi loan giéc ngud, 4&c mong.

e Tiéu hoa: Kho miéng, dau bung.

Hiém gip (<1/1,000):

e Da: Ban da, may day, ngua.

e Phéan tmg qua man: Phi mach, tic nguc, kho thé, do bimg, sbc phan vé.

Khéng ro tAn suit (khong thé ude tinh tr dif liéu hién co):

e Tim mach: Tang nhip tim, hdi hop.

e Tiéu hoéa: Tiéu chay.

Théng bdo cho bdc st nhiing tdc dung khéng mong muén gdp phdi khi sit dung thuoc.
11. Qua lidu va cach xir tri

Céc bao céo v& qué lidu cia fexofenadine it gap va thong tin vé doc tinh cAp con han
ché. Tuy nhién, budn ngu, chéng mit, kho miéng da duoc bao cdo.

Xir tri: Su dung cac bién phap thong thudng dé loai bo phin thudc con chua duge
hép thu trong ong tiéu héa. Pidu tri triéu chimg va cai thién toan trang. Loc mau lam
giam nong do thubc trong mau khéng dang ké (1,7%). Khong co thude giai doc dic hidu.
12.Quy cich doéng géi:  Hop 1 chai x 30mL, 50mL, 60mL.

Ong 5mL. Hop 10 éng, 20 dng.
Go6i 5mL. Hop 20 goi, 30 goi, 50 goi.
13. Piéu kién bio quan: Noi kho, tranh anh sang, nhlet do khong qua 30°C.

Déi véi dang chai: Dong chit nap va rira sach cc dong sau mdi 1an str dung. Ding

trong vong 30 ngay sau khi m& nép 1in dau.

14. Han ding: 36 thang ké tir ngy sén xuét.
15. Tiéu chuén chat lwgng: Tiéu chuén co s6.
16. Tén, dia chi ciia co s& sdn xuat thudc:
Céng ty cb phfﬁin dugc phém Nam Ha
Pia chi: $6 415 dudng Han Thuyén — P. Vi Xuyén
— TP. Nam Pinh — tinh Nam Dinh |

NAMHA PHARMA

Ngay /.. thangAQ. nam. L0
CHI NHANH ,(;_ONG TY CO PHAN DUQC
ZPHA NAM HA
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